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TO THE READER 





Meeting of Food and Drug Men 


conterence, 
States Food and 


A joint national spon- 
sored by the United 
Drug Administration and The Food 
Law Institute, Inc., was held in the 
auditorium of the United States De- 
partment of Health, Education, and 
Welfare, in Washington, D. C., on No- 
vember 16 and 17, 1959. The 
ference, which discussed food additives 
and other major food problems under 
the Federal Food, Drug, and Cosmetic 
Act, had as cooperating organizations 
the Food Protection Committee of the 
National Research Council, the Food 
Additives Committee of the Manufac- 
turing Chemists’ Association, the Food 
Additives Committee of the Institute 
of Food Technologists, The Nutrition 


con- 


Foundation, Inc., and The Packaging 
Institute, Inc 

The conterence had tour sessions, 
and the auditorium—which holds some 
700 people—was filled to overflowing 
on both days The sessions were as 
follows: morning session, November 16 

FDA; afternoon session, November 


16—industry; morning session, Novem 


ber 17—consume) afternoon session, 


November 1/7, 


submitted to the 


panel discussion of ques 
conterence or 


tions 
presented by panel members 

In this December JOURNAL, we present 
the proceedings of the morning session 
otf November 16, taken up- 
following welcoming remarks—by ad 


entirely 
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Food 
hese papers re 
FDA people 


not neces 


dresses of officials of the and 
Drug Administration 
flect only the views of the 
presented them 
those of all the 
Other 
consumer 


publication 


who and 
sarily 
the conference 
and 
projected for future 

Moderator of the FDA Session, 
9:30 in the 


participants im 
papers, from the 
industry sessions, are 
which 
began at morning, was 
United States Commissioner of Food 
and Drugs George P. Larrick. Follow- 
invocation by the Chaplain of 
the United States Senate there were 
introductory statements, including a 
welcome address by William T. Brady, 
chairman of the board of 
Che Food Law Institute 


ing an 


trustees ol 


Discussion papers were presented by 
Mr. Larrick; John L, Harvey, Deputy 
William W. Goodrich, 
Assistant General Counsel, United States 
Department of Health, Education, and 
Weltare; J. K. Kirk and Winton B. 
Rankin, assistants to Commissioner Lar 
rick; and O. L. Kline, Director of t! 
Division of Nutrition, FDA 


Mr. Larrick discussed social implica 


Commissioner; 


tions of modern food technology; Mr 
Harvey, legislation; Mi Goodrich, 
guaranties on food additives; Mr. Kirk, 
direct food additives; Mr. Rankin, in 
cidental food additives; and Dr. Kline, 
nutritional considerations use of food 


additives 








PAGE 746 FOOD DRUG COSMETIC LAW JOURNAL—DECEMBER, 1959 





Attending the 1959 Joint National Conference of the Food and Drug Administra- 
tion and The Food Law Institute, Inc., held in the auditorium of the United 
States Department of Health, Education, and Welfare, in Washington, D. C.., 
on November 16-17, were, from left to right, front row—Dr. O. L. Kline, Direc- 
tor of the Division of Nutrition, Food and Drug Administration; William W. 
Goodrich, Assistant General Counsel, United States Department of Health, Educa- 
tion, and Welfare; Winton B. Rankin, assistant to the Commissioner of Food 
and Drugs; George P. Larrick, Commissioner of Food and Drugs; John L. Har- 
vey, Deputy Commissioner of Food and Drugs; William T. Brady, chairman of 
the board of trustees of The Food Law Institute; and Dr. Bernard L. Oser, presi- 
dent of Food and Drug Research Laboratories; back row—Dr. Richard L. Hall, 
director of Research and Development Division of McCormick & Company, Inc.; 
Frank T. Dierson, assistant general counsel of Grocery Manufacturers of America; 
J. K. Kirk, assistant to the Commissioner of Food and Drugs; Dr. Imri 
J. Hutchings, manager of food research of H. J. Heinz Company and president- 
elect of the Institute of Food Technologists; and Kenneth E. Mulford, assistant 
to the executive vice president of Atlas Powder Company and chairman of the 
Food Additives Committee of the Manufacturing Chemists’ Association, Inc. All 
except Mr. Dierson were speakers at the November 16 sessions of the conference. 








WASHINGTON- 


ACTION 


AND NEWS 





In the Food and Drug Administration 


Court Actions During November, 
1959.—Bulk wheat, flour and corn grits 
contaminated by rodents and insects 
accounted for 214 of the 500-ton total 
of unfit foods removed from the market 
Food and Drug 
Another 


seized in 


during November, the 
Administration has reported 
158 tons of this volume were 


warehouses; they included ready mixes, 


rice, flour, dried peas and beans, pop 
corn, and frozen seafood 

Spoilage, parasitic cysts, and filth 
were found in 44 tons of haddock fil- 
lets, breaded shrimp, whitefish, trout, 


and anchovies. Nearly 30 tons of canned 
tomatoes and catsup containing fly eggs 
maggots were seized in ten ac 
tions Another 30 
moldy frozen blueberries, spoiled apri 


insect-contaminated 


and 
tons consisted of 
cot concentrate and 
maraschino cherries. Spoilage in a 15 
ton shipment of frozen chickens caused 
its removal from the market 


cheats were 


Vitamin 


Seized as 
92,000 tablets of low-strength 
tons of other 


economic 
products and 19 foods, 
including canned peas and fruit (apri- 
cot, boysenberry and raspberry) jams 
failing to meet requirements of the re- 
spective definitions and standards of 
identity; canned peppers and raw pop- 
corn with less of the product than was 


label, 


which had not been 


declared on the and so-called 
“dressed whiting” 


completely eviscerated 


Eleven of the 19 drugs and devices 


seized during November were alleged 
to be 


leading 


misbranded by false and mis- 


claims. Three nonprescription 


“appr 
oftered to reduce 


products containing a so-called 
tite depressant” were 
weight. A _ plastic 
offered for $1 as a treatment for foot 
Users of the breather 


“breather bag” was 


and leg cramps 


bag were instructed to do the following 
five times 


into the bag 


take a deep breath, exhal 


through the mouth, and 


inhale contents of the bag through the 
nose 


A vitamin product in timed-release 
capsules was offered with claims that 
“pep im minutes that 


FDA 


Cal h 


it would provide 


lasts tor hours.” found the pep 


up ingredient in capsule was 
caffeine equal to that provided in one 
to 1% coffee. A “prescription 


dentifrice” directly to the 


cups ol 
sold 


was represented in 


publi 
leaflets as a treat 


ment for bleeding gums, pyorrhea, gi 


givitis, and other oral conditions 
Altogether, 104 seizures were insti 
tuted in the federal courts Twenty 


two prosecution actions were terminated, 


previously convicted defendant 


for violating the 


and a 
was sentenced terms 


of a probation 


FDA Clears Millions of Pounds of 
Cranberries. montl rf 
December, 


During the 
FDA 


sampling 


carried on the most 
and 
food commodity ever 


extensive testing pr 
gram on a single 

undertaken by the 
and chemists worked in 


the clock to sample, test 


agency. Inspectors 


relays around 


and release 


lots of cranberries as rapidly as pos 
sible 

As of December 1, 1959, FDA had 
tested and cleared for sale a total of 
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21,875,000 pounds of fresh and processed 
cranberries. A total of 257,800 pounds 
of fresh and processed berries in which 
FDA laboratories found residues of 
aminotriazole were taken off the market 
through seizure Other lots 
were voluntarily from the 
market for testing. 


actions. 
withheld 


Statement of HEW Secretary re 
Substances Inducing Cancer in Ani- 
mals.—Arthur S. Flemming, Secretary 
of Health, Education, and Welfare, is- 
sued the following press memorandum 
on December 23: 

“In order that there may be a clear 
understanding of our recent actions in 
the food and drug field and also of any 
actions that may be necessary in the 
future, | would like to make the follow- 
ing points: 

“1. Many competent authorities, in- 
Director of the National 
Cancer Institute and the Assistant Di- 
rector for Research of that institute, 
concur in the view that no one knows 
how much of a substance that induces 
included in the diet of 
cancer when in- 


cluding the 


cancer when 
animals will induce 
cluded in the diet of man. 


‘2. Under these circumstances, there 
is no question in our mind but that 
substances that induce cancer in ani- 


mals when included in their diet should 
manner as to 
that are 


such a 
toods 


not be used in 


leave residues in con- 
sumed by man 

“Ss. this that we favor the 
basic principle that is incorporated in 
clause to the Food Addi 


reads as fol- 


means 


the Delaney 
tives Amendment, which 
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lows: ‘Provided that no additive shall 
be deemed to be safe if it is found to 
induce cancer when ingested by man 
or animal, or if it is found, after tests 
which are appropriate for the evalua- 
tion of the safety of food additives, to 
induce cancer in man or animal’, 

“We favor the 
clause in the pending color additives 
Food, Drug, and 


inclusion of such a 
amendment to the 
Cosmetic Act. 


“4. If we conclude that a new appli 
cation for the use of a chemical or drug 
that leaves a residue in human food 
should be turned down because it 
has been demonstrated that it 
cancer when included in the diet 


will in- 
duce 
of an animal, we should be able to pro- 
ceed promptly to revoke all outstanding 
approvals for the use of the c'.2mical 
question. In other 
inclusion or 


or drug in words, 


we are opposed to the 
retention of 
legislation of this kind 


‘grandfather’ clauses in 


“5. We also believe, however, that 
if it can be demonstrated that a chemi- 
cal or drug that induces cancer when 


included in the diet of animals can be 
used in such a manner as to leave no 
residue in food consumed by man, we 
should be in a position to approve its 
use. Under existing law, for example, 
when a drug is added to the feed of 
cattle, it is classified as a food additive 
even though it leaves no residue in the 
that is consumed by man. Cer 
drug 
hazardous to 
the drug in the 


meat 
tainly the use of a cannot be 
characterized as man if 
there is no residue of 


food which he consumes.” 





In the Public Health Service 


Controlled-Flouridation Tabulation.— 
The Public Health Service recently 
completed a tabulation of communities 
adopting programs of controlled fluori- 
dation covering the past three years 
The tabulation that 


that period the number of people not 


reveals during 


benefiting from fluoridated water has 
increased from 73.5 million to 76.8 mil 
lion 

For the studied, the 
in the number of people drinking fluo 
idated water has substantially 


behind the growth in urban population 


years increase 


lagged 
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1959 Joint National Conference—FDA-FLI— 


Welcome (FDA Morning Session, 


November 16) 


By WILLIAM T. BRADY 


Mr. Brady, Chairman of the Board of Trustees of The Food 
Law Institute, Addressed the First Session of the Conference, 
Which Was Held in Washington, D. C., November 16-17 


N BEHALF of The Food Law Institute, let me extend to all ; 

most cordial welcome to this conference. 

Normally I would look forward to an opportunity to represent 
the FLI, but today I would prefer the honor were not mine, and 
could be carried out by the person who was most closely identified 
with the institute—the late Charles Wesley Dunn 

This is Charley Dunn’s program. He conceived it, planned it 
arranged it. It is a faithful expression of his dedication to the law 
and of his aims to perfect, standardize and teach it. His energy and 
enthusiasm were extraordinary. The FLI, which he served admirably 
as its first and only president, has been the single most important 
medium for education on food laws. During its first ten years the 
FLI has made a splendid contribution through its publications, its 
conferences, and its work with leading universities. A large share ot 


the credit for these achievements is Charley Dunn’s. But his passing 
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does not signify the passing of the FLI by any means. Charley would 
have been shocked, I know, even to hear the idea expressed. 

On the contrary, we are going to make a particular effort to see 
that its membership base is broadened and strengthened considerably. 
A larger membership will enable the FLI to operate with a much more 
realistic and effective budget. 

In this way we will be in a position to extend the public services 
and achievements of the FLI. Further, we expect to announce the 


appointment of the institute’s new president shortly. 


(On this note, let me again welcome you to this conference. The Food 
Law Institute hopes your time invested will be both pleasant and profitable. 


ADMINISTRATION TAKES NEW DRUG PRODUCT 
OFF MARKET 


A California manufacturer’s authorization to market a new drug 
has been revoked and the product removed from the market, it was 
the Food and Drug Administration’s December report on 
Larrick, Com 


announced i 
enforcement and compliance. According to George P 
missioner of Food and Drugs, who made the announcement, the pharma 
ceutical firm had completely disregarded the specific conditions of 
production and use that it had proposed in getting authorization from 
FDA to market the product The new drug product was offered for 
increasing available energy to muscles and nerves damaged by heart 
and neuromuscular diseases, Mr. Larrick said. 


\ new-drug application, according to the FDA explanation, is a 
commitment by a drug manufacturer to the government and is intended 
to assure the safety of all new drugs before they are sold. By placing 
a new-drug application in effect, the government authorizes the manu 
facturer to market his new product under the specific conditions set 
forth in his application. All new drugs are required to be proved safe 
by the manufacturer under the proposed conditions of use before they 
may be marketed. New drugs not covered by an effective new-drug 
application are illegal for shipment. 


Action to revoke the new-drug zpplication of the pharmaceutical 
corporation was based by FDA on its investigations showing, according 
to the report, that (1) manufacturing, packaging and labeling of th« 
product was performed by a firm different from that named in the 
f the product was false, 


application, (2) the statement of composition ¢ 
since ingredients other than those listed were used, (3) agreed-upon 
control procedures for identification and assay of raw materials and the 
finished product were not followed and (4) an important ingredient was 
obtained from a source different from that stated 

The December report further noted that after the firm had declined 
an opportunity for a hearing, the Commissioner, on November 27, 1959, 


issued an administrative order immediately suspending the new-drug 


application 








1959 Joint National Conference—FDA-FLI— 


Social Implications 


of Modern Food Technology 


By GEORGE P. LARRICK 


Mr. Larrick, Who Is United States Commissioner of Food and Drugs, Par- 
ticipated in the FDA Session of the Conference, Which Discussed Food 
Additives and Other Major Food Problems Arising Under the Federal Act 


T IS A REAL PLEASURE to add my welcome to that of others 

on the program. The welcome is tinged with a note of sadness 
because of the recent passing of our good friend, Charles Wesley 
Dunn. It was he who first suggested this annual conference a little 
more than three years ago, and thereby showed us the way in which 
our traditional “open door” could be opened a little wider. When 
several hundred interested people are willing to come from all parts of 
the United States to discuss matters of joint concern with us for two 
days, the result is bound to be productive. We know that Charles 
would want us to continue with the meeting as we are doing. One 
of his earnest desires was that he would be able to get this annual 
conference on a firm basis so that it could continue beyond his time to 
serve the needs of government, consumers and industry. It is a fitting 
tribute to a great man that his planning for this work is carrying 
forward in his absence. 

I am pleased to discuss some of the social implications of modern 
food technology. | am sure you will not object to some brief mention 
also of drugs and cosmetics. 

We are witnessing a complete revolution in the growing, produc 
tion and marketing of food; the most active period, in history, of re 
search in food technology and nutrition; and a period when drugs are 
tailored to fit the diseases they treat. 

We are producing more food per acre than ever before. The in 
tensive utilization of land requires chemicals. Weed and insect killers. 
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plant-growth regulators, and other chemicals to aid the production of 


crops are commonplace today. 


Waste Products Being Used as Animal Feed 

A higher percentage of the food we produce is being saved than 
ever before. The waste products from the food factory are no longer 
being dumped on the ground as fertilizer. In many instances they are 
being utilized as feed for our livestock. Pea vines from the cannery, 
citrus pulp from the frozen-orange-juice plant, beet pulp from the 
sugar refinery, and dozens of other by-products formerly considered 
wastes are being utilized as animal feed. 

In a modern food factory, a variety of new chemicals are used to 
speed up manufacture ; to improve sanitation, color or keeping quality ; 
to make possible the convenience foods we desire; and, in many other 
ways, to furnish the bountiful, well-rounded supply of food we enjoy 
today. 

Population Trends—Effect on Food Uses 

The population that uses food is changing. Each month the popu 
lation increases enough to make a new city the size of Omaha, 
Nebraska. The younger age group is increasing about twice as fast 
as the working group. The statisticians expect more than 5 million 
babies in 1970. The number of persons 65 and older has increased 
about 70 per cent since 1940 and should rise another third by 1970. 
Modern food technology contributes a wide variety of palatable, nour- 
ishing, easily digested foods to keep the youngsters and oldsters well 
and happy. No longer does the housewife have to spend hours in the 
kitchen, especially preparing vegetable and meat products for the baby 
and the invalid in the home. She goes to the grocery store and selects 
strained and chopped foods that fully meet the needs. 

You in industry have earned the thanks of all of us for the great 
improvements you have made and are making in this field. 

Let us consider some of the results of these dramatic develop 
ments. Never before in recorded history has a people been so con 
cerned about the quality of its foods as we are today. Newspapers and 
women’s magazines routinely carry articles about food. These are not 
confined to simple recipes, but cover complex subjects such asthe role 
of proteins and fats in the diet. Many pamphlets are being issued by 
responsible organizations to advise the consumer about the effect of 
diet on health. Pamphlets on weight control, for example, are exceed- 
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ingly popular at the moment. The radio and TV serve further to 
stimulate the interest of the average man and woman in their food 
supply. A generation ago the young man who gained 30 or 40 pounds 
in the first year of his married life was apt to attribute it to his wife's 
good cooking. Today he would be more apt to attribute it to his wife's 
bad selection and cooking of food. Our entire attigude toward food 
has changed. 
Rise of Food Faddist 

This paves the way for a new kind of faker in our society. The 
traveling medicine man of 1900 who peddled sure cures from the back 
of his wagon has been replaced by the food faddist, the nutritional 
quack and the TV “pitch” man, who promote untruths surely as 
reprehensible as any ever peddled by the old medicine man. Dozens 
of articles have appeared in newspapers and magazines in recent 
months decrying an imagined debasement of the food supply. The 
alleged debasement is attributed to many causes—depletion of min 
erals from the soil, use of chemical fertilizers, modern manufacturing 
processes, use of chemicals in food, and so on. Nutritional quacks 
produce a steady flow of speeches challenging the safety of food. The 
Food and Drug Administration has received, and continues to receive 
a continuing flow of inquiries indicating that many people sincerely 
believe that food manufacturers today are marketing an inferior product 

It would appear that industry has not fully utilized modern com 
munications research. We do not turn communications on or off at 
will. To the extent that we fail to supply the true facts about foods 
the communications media will secure less-reliable information and 
distribute it. This is occurring too often. 

[ am sure you know of the current educational program of the 
Better Business Bureau, the American Medical Association, the Food 
and Drug Administration, and many other national organizations to 
combat nutritional quackery and food faddism, We will welcome 
additional support here. 

A phenomenon of modern food merchandising is offering some 
unexpected difficulty in the program against quackery. This is the 
practice of making broad claims, based on inconclusive evidence, for 
therapeutic benefit for foods. Using media of mass communication 
even large firms are promoting some special bread or unsaturated fat 
or breakfast cereal as having benefits not clearly established. These 
practices can be controlled if the available scientific facts show that 
the claims are false. But, often, adequate control may have to await 
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the completion of experiments under way or yet to be performed. 
Meanwhile the promoters reap a profit from their promotional “blitz.” 


Is this any less nutritional quackery than the crude form carried 
out by the pitchmen? Is the American public going to stand idly by 
and be hoodwinked in this way indefinitely? Probably not. 


[ should emphasize that the tactics just described are not typical 
of the food industry as a whole. Most manufacturers have not engaged 
in these sharp selling schemes. Several have advised us that they 
deplore the situation that is developing and hope they can remain 
aloof from it. The responsible elements of industry that have refrained 


from these questionable operations are to be commended. 


Economic Pressures Arising from Unwarranted Promotions 


The economic pressures, however, are tremendous. [f a manufacturer, 
by a promotional “blitz” based on unproved claims, can capture the 
bulk of the market for his food, he can force his competitors to adopt 
similar tactics or go out of business. Thus, the most reliable firms 
may find themselves compelled to resort to promotional methods they 
deplore. Then, just as surely as night follows day, there will be a 
public demand for these shady operations to be cleaned up by govern 
ment regulation. This matter deserves the careful attention of every 
industry executive. Food manufacturers who have climbed on the 
unwarranted promotion band wagon may well look back in a few 
years and realize it was a grave mistake. You cannot promote food 
as a drug, on the one hand, and successfully combat, on the other, the 
false claims now prevalent that the food supply has been doctored and 
debased. The time has come for responsible industry to exercise some 
control over the promotional practices of the less responsible firms on 


Madison Avenue. 


\We have good laws on the statute books to regulate the use of 
chemicals in food products. The Pesticide Chemicals Amendment of 
1954 and the Food Additives Amendment of 1958 represent practical 
approaches to the control of food additives and approaches that 
scientists throughout the world regard as models in food legislation 
The first amendment is operating smoothly. We have established 
well over 2,000 tolerances setting the safe levels for over 100 pesticide 
chemicals that may remain on various food crops. The enforcement 
of these tolerance levels is fairly well under way. We are not doing 


enough checking to see that they are met, but our Department has 
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vigorously supported our requests for additional funds to meet the 


need here. 


Putting Food-Additives Amendment into Effect 

The food-additives amendment is still in the shakedown period 
Some of the problems that loomed large a year ago have been resolved 
or are in the process of resolution. There are other problems yet to 
be met but we have received commendable cooperation from all quarters, 
and there is every reason to hope that four years from now we can 
look back and say that the food-additives amendment was put into 
effect as smoothly as was the pesticide-chemicals amendment. Of 
course, there will have to be increased enforcement in the food-additives 
field also. 

What more do we require to integrate modern food technology 
into our society smoothly? I come back to the fact that we require 
adequate communications, together with responsible promotional 
practices 

We know the high caliber of the leaders in the food industry. We 
respect their integrity. We have every reason to believe the challeng 


will be met successfully. 


Growth of Cooperation 

\ccompanying the noteworthy progress in the scientific fields has 
been a gratifying increase in industry-consumer-government coopera 
tion, This is due in part to the statesmanship of industry leaders who 
strive earnestly to advance the common good as well as the profits 
of their own companies. In recent years we have seen the regulated 
industries come forward to support changes in the law—changes that 
sometimes result in increased regulation—and to support increased 
appropriations for the regulatory agency We sincerely appreciate 
your assistance in these areas. The increased cooperation is due it 
part, I hope, to the efforts we in government have made to understand 
your problems and to deal with them sympathetically without sacrifix 
ing the rights of the public. It is due in part also to the amazing 
growth of the consumer movement 

\ll other the English-speaking world there is increasing interest 
on the part of consumers about the goods they receive. They are 
aware of the need for more knowledge about foods, drugs and cos 
metics, as well as about refrigerators, clothing, heating facilities, et 


They want the facts upon which to make intelligent purchases. The 
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United States has led the world in the consumer movement. Our own 
General Federation of Women’s Clubs has been in existence for 69 
years, and has given tremendous support to desirable legislation in the 
food and drug field whenever the need became apparent. A number 
of other consumer groups represented here today have given us 
tremendous support. Certainly, all of us should help organized con 
sumer groups get all the facts they need to carry forward their worth 
while programs. 

It is an inspiration to have you with us for these two days. To 
each one of you I extend a hearty welcome and an invitation to 
participate fully in the forthcoming discussions, [The End] 


SECRETARY FLEMMING OUTLINES CRITERIA FOR 
EXTENDING ADDITIVES DEADLINE 


On December 10, Secretary of Health, Education, and Welfare 
Arthur S. Flemming issued a statement setting forth criteria which 
must be met in order to obtain an extension of time where clearances 
for food additives have not been obtained by March 6, 1960, the date 
on which the food-additives amendment of the Federal Food, Drug, 
and Cosmetic Act becomes fully effective. 

Pertinent comments from his statement follow: 

a think it wise to call to the attention of all manufacturers 
and users of food additives the criteria which must be met in order 
to obtain an extension of time if clearance for use of the additive has 
not been obtained by March 6. A number of manufacturers have re 


quested such a statement of criteria. 


“The law provides that we may grant an additional 12 months for 
final clearance of additives where the extra time ‘involves no undue 
risk to the public health and conditions exist which necessitate th« 
prescribing of such an additional period . . .. I. . . shall consider 
requests for extension of time strictly on the basis of public health 
considerations 

“While a detailed statement of conditions for obtaining an exten 
sion will be published in the Federal Register, we will generally need to 
know the following, among other things, in considering requests fot 
extension 

“(1) The name and chemical composition of the food additive for 
which extension is granted. 

“(2) The uses for which extension is requested and what the in- 
tended physical and technical effect of the additive is in such foods 

“(3) The amounts of the food additive expected to remain in the 
foods 

“(4) Why a food additive regulation has not been requested, if 
no request has been made. 

“And most important, of course, we will need evidence indicating 
that the proposed uses of the additives will not jeopardize the public 
health 4 
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FOOD AND DRUG 
LEGISLATION 


By JOHN L. HARVEY 


This Speech Is Also One from the Meeting Which Was Held in the 
Auditorium of the United States Department of Health, Education, 
and Welfare, in Washington, D. C., November 16-17. Mr. Harvey, 
Who Serves as Deputy Commissioner of the Food and Drug Administra- 
tion, Outlines Possible Changes in Laws Administered by His Agency 


A THE PRESENT TIME there are five major types of legislation 
which appear desirable and which would make substantive changes 
in the laws administered by the Food and Drug Administration Proposed 
bills have been drafted by the Department of Health, Education, and 
Welfare in two of these areas: color additives and new therapeutic 
devices. The remaining fields are (1) barbiturates and amphetamines, 
(2) pretesting of cosmetics and (3) hazardous substances. Concern 
ing the latter three, the Department has not yet reached final decision 
on the desirability of drafting its own bills. It does, however, endorse 
the added consumer protection sought in these areas 


This paper summarizes the possible changes in legislation 


Barbiturates and Amphetamines 


This legislation would amend the Federal Food, Drug, and 
Cosmetic Act to require all manufacturers of barbiturates and amphe 
tamines (which permit an escape from reality) to register their activi 
ties with the Food and Drug Administration. The bill would require 
an inventory of all stocks manufactured, would insure marketing of the 
drugs only through reguiar channels of drug distribution and dis 
posal, and would control the individuals who divert the drugs from 


/ 


4. 
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normal legitimate channels. It would require appropriate mainte- 
nance of records so that the regulatory agency could determine 
whether illegal diversion occurs. 

Several bills have been introduced in the Eighty-sixth Congress 
to accomplish the above goals (H. R. 33, H. R. 334, H. R. 3154, H. R. 
4507). With certain modifications, the Department of Health, Educa 
tion, and Welfare favors these bills. 


Color Additives 
The Federal Food, Drug, and Cosmetic Act should be modified 
to permit the use of suitable color additives in or on specific foods, 
drugs or cosmetics, under conditions of use which are determined by 
the Food and Drug Administration to be safe. These conditions, 
which could include tolerances limiting the amount of color to be 
employed, would be published as regulations. 
The present law regards colors as either “harmless,” in which 
case they are allowed in any quantity, or not “harmless,” in which 
case they are not allowed at all. This classification of chemicals, in 


cluding colors, is unrealistic. No substance is completely harmless, s 
we have colors allowed in foods, drugs and cosmetics, without any 
limitation of their use, which may cause harm in high concentration. 
The proposed law would place the color provisions of the statute on a 
sound scientific basis. 

It would also make the color-additive provisions of the Act ap 
plicable to all colors, whether or not synthetic. Bills have been intro 
duced to accomplish the proposals. A bill, H. R. 7624, Eighty-sixth 
Congress, First Session, was drafted by the Department of Health, 
Education, and Welfare. No hearings have been held on it yet, but 
a companion bill, S. 2197, was passed by the Senate in the first session. 

The Senate bill does not contain a cancer clause. The House 
bill does. The Department of Health, Education, and Welfare sup 
ports the cancer clause, which would ban the use in any concentration 
of a color that causes cancer in any amount when tested by appropriate 
methods. The Department has held for years that legislation which 
requires a substance to be shown to be safe before it may be sanct?»ned 
in food (or drugs or cosmetics) would preclude approval of chemicals 
that produce cancer, by appropriate tests. But since a cancer clause 
was specifically incorporated in the food-additives amendment of 1958, 
it now becomes important to have it specifically included in the color 
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legislation lest its; omission indicate that the same rule is not intended 
to apply to colors. 
Pretesting of Cosmetics 

This legislation would require cosmetics to be tested for safety 
and the results of the tests to be submitted to, and accepted by, the 
Food and Drug Administration before the cosmetics could be marketed. 
It would apply the same general type of control to cosmetics that is 
now applied to new drugs, food additives and pesticide chemicals. 


> 


In the Eighty-sixth Congress, H. R. 1360 and H. R. 5661 propose 
the same type of control for cosmetics that is employed for new drugs. 
In the Eighty-fifth Congress, H. R. 9153 proposed the same type of con 
trol as is employed for food additives. The Department of Health, 
Education, and Welfare has not reached a final decision as to the type 
of control it would prefer. 


Preclearance of New Medicinal Devices 
This legislation would require new therapeutic devices to be 
tested for safety, and results of the tests to be presented and accepted 
by the Food and Drug Administration before the devices could be 
marketed commercially. In other words, it would apply the same 


control to new devices that the present law applies to new drugs. 


A proposed bill has been drafted by the Department of Health, 
Education, and Welfare, but has not been presented to the Congress. 


Federal Hazardous-Substances Legislation 


This legislation would require hazardous substances suitable for 
household use to bear adequate warnings on the labeling and to bear, 


where necessary, adequate directions for first-aid treatment. 


Senate Bill 1283, introduced in the first session of the Eighty-sixth 
Congress, contains the basic provisions that would be favored by the 
Department of Health, Education, and Welfare, although some techni 
cal amendments would be necessary. Hearings were held on the bill 
by the Senate Committee on Interstate and Foreign Commerce, but no 
report was made. House Bill 5260 is similar to S. 1283. 

House Bill 7352, in the same session, would attempt to accomplish 
the same result as the Senate bill but, in the Department's opinion, is 
seriously deficient in a number of respects. [The End] 
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GUARANTIES 





F OUR MAIL is a good index of what has been troubling industry 
as the date for enforcement of the food-additives amendment draws 
near, it is plain that the guaranty problem has a very high rating. 

A great many people who have not heretofore considered them 
selves at all subject to the Federal Food, Drug, and Cosmetic Act are 
being asked by their customers to give written guaranties that paper 
foil, boxes, plastics, bottles, jars, fine chemicals, and many other sub 
stances not ordinarily considered to be foods meet the requirements 
of the new food-additives law Food processors themselves are being 
asked to update existing guaranties to provide assurance that nothing 
in their foods will violate the recent amendment. 

Last year, at this meeting, a good percentage of the questions 
submitted to us asked how guaranty protection could be obtained to 
avoid responsibility for using an additive which did not have appro 
priate safety clearance. Despite our efforts to answer the questions, 
a flood of inquiries has continued to engulf us. It seemed prope: 


therefore, to review this problem again with you here today. 


Provisions in Federal Act 


Very briefly, the Federal Food, Drug, and Cosmetic Act provides 
that no person shall be subject to its criminal penalties for shipping 
adulterated or misbranded food interstate if, in good faith, he holds a 
written guaranty from another person to the effect that the food 
guaranteed is neither adulterated nor misbranded. Under the clear 
terms of the law, then, the substance guaranteed must first be a food, 
and the guarantee is to the effect that that food—not some other food 
to be prepared from it—is neither “adulterated” nor “misbranded,” as 
those terms have been defined by the Congressional glossary. 

Food additives were not themselves specifically classified as 
“food” by the amendment. The House committee explained that such 


classification would be surplusage. They are food only to the extent 
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FOR FOOD ADDITIVES 


By WILLIAM W. GOODRICH 





At the Recent Washington, D. C. Meeting, Mr. Goodrich, Assistant 
General Counsel for Food and Drugs in the United States Department 
of Health, Education, and Welfare, Reviewed the Guaranty Problem, 
on Which, He Noted, His Department Has Had ‘‘a Flood of Inquiries’’ 


that their intended use may result in their becoming components, or 
otherwise atfecting the characteristics, of food. The legislative record 
specifically states that ordinary packaging materials used to preserve 
shape, prevent moisture loss, prevent contamination with dirt, and 
provide convenience in use, handling and storage are neither foods nor 
food additives. Nonetheless, the record also shows that packaging 
materials composed of substances which migrate to the food may be 


subject to the safety provisions of the law. 


Classification of Container for Food Use 


Plainly, a container designed for food use, which contains a 
migratory substance of unknown or uncertain toxicity, is a food addi 
tive, and we do not believe it will be necessary to wait until food is 
actually packaged in the unsafe container before we can start regula 
tory action to control its use. Such a container would be classified on 
the basis of its intended use as a food, as a food additive, and it would 
be adulterated if an appropriate regulation providing for its safe use 
had not been issued. 

This container could be guaranteed, and any person who dis 
tributed it interstate in reliance upon a valid guarantee would be pro 
tected from criminal prosecution—though not from seizure or injunction 
But a guaranty relating to a packaging material which is neither a food 
nor a food additive would be a meaningless document. The person 
who really needs and wants guarantee protection the most is not 
the distributor of containers, but the food processor who uses the con 


tainer to package his food. 
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Can such a person receive a guaranty that will protect him if the 
food he ships became adulterated because of his use of an unsafe 
container? We think not. The only court decisions we have tend to 


support this view. 
Dotterweich and Crown Decisions 


The Supreme Court long ago, in the Dotterweich case, hinted 
broadly that serious questions as to the validity of a guaranty would 
properly arise in cases where a manufacturer provides a guaranty to 
a jobber who relabels the article. The Crown decision by a Cleveland 
district court expressly held that a guaranty would protect only 
persons who i.ave acted “merely as a conduit through which the mer 
chandise reaches the consumer” and that it would be of no help to one 
“who, in any way handle[s] or process[es] the product.” 

Accepting these cases, as we must, a guaranty for a food additive 
would lose all legal significance when the additive is put to its intended 
use in food processing or packaging. The holder of such a guaranty 
could present it as an argument as to why he should not be prosecuted 
for an adulteration arising from use of the additive, but one might 
properly ask how the guaranty could be relied upon in good faith 
when, by mere reference to the public regulations under the food 
additives amendment, the holder of the guaranty could readily learn 
that the additive had not been cleared for safety. This regulatory 
scheme was adopted for the very purpose of providing reliable informa 
tion to all concerned as to whether an additive had or had not been 
cleared for safe use. 

The next question is: What must be done to update guaranties 
for finished foods to provide assurance that they contain no food addi 
tive that has not been cleared for safety? The answer is that nothing 
need be done. 

Use of an unsafe food additive is described as an adulteration 
The recommended guaranty form is to the effect that no food covered 
by the guaranty is or will be adulterated or misbranded, so the stand 
ard form, recommended in our regulation, covers the matter without 
the need of an amendment. If, from an abundance of caution, you 
wish clearly to notice the food-additive problem in the guaranty, the 
reference to the Federal Food, Drug, and Cosmetic Act might be fol 
lowed by a statement which specifically mentions the amendment. 

While it may possibly be desirable to cast the total risk of criminal 


prosecution on the person offering a food additive for use in processed 
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food, the guaranty provisions of the Act do not do so. The chemical 
manufacturer cannot legally guarantee that food containing his prod 
uct will not be adulterated. His guaranty can apply only to the addi- 
tive itself. 

Protection must be found by following the food-additive regula 
tions as they are published and, in the case of substances exempted under 
the prior-sanction proviso, by inquiring into the existence and scope 
of any such sanction. 

We are confident that satisfactory procedures can be adopted by 
food processors to avoid use of food additives which would result in 


adulteration. Obtaining a guaranty, however, is not the answer 


[The End] 


FDA POLICY STATEMENT: UNSATURATED FATS AND OILS 


Addition of unsaturated fats and oils to the otherwise unchanged 
ordinary diet will not reduce blood cholesterol and prevent heart attacks 
and strokes, the Food and Drug Administration declared in a news 
release of December 10, 1959. Representations to the public that salad 
oils, shortenings, oleomargarine, and similar products have value for 
such purposes are false and misleading and will cause such products to 
be misbranded, FDA held in a statement of law-enforcement policy 
published in the Federal Register on that date 


Commissioner of Food and Drugs George P. Larrick stated that 
there is wide spread interest in the possible relationship between blood 
cholesterol levels and heart and artery dis« ases Asa result, he ex 
plained, reference to the word “cholesterol” in the labeling of common 
foods being offered to the public may have the effect of a claim of 
special value for preventing or treating those diseases 


He added 

“Scientific investigations of fatty substances as a possible factor in 
lowering blood cholesterol and preventing heart disease should be con 
tinued, and this policy statement does not interfere in any way witl 
legitimate research and clinical evaluation of unsaturated fats in the 
diet. It is our responsibility, however, to point out that the public has 
been misled into relying prematurely on data which are still experi 
mental, incomplete, and contradictory, and to head off false and mis 


leading promotions based on such data.” 


The blood level of cholesterol, FDA explained, is ¢ itrolled largely 
by synthesis in the body and is affected very little by the amount present 
in our foods. It was further pointed out that it is the view of nutrition 
scientists that it is impracticable for a person to add enough unsaturated 
fats to an otherwise unchanged diet to bring about anv significant 
change in blood cholesterol. Increased weight, it was added. is the only 


result that is likely to be achieved by increasing the intake of fats 
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DIRECT ADDITIVES 





HE PROBLEM of the food manufacturer who wants to find out 

whether or not any of the actual ingredients of his product are 
food additives, and what to do about them if they are, appears 
infinitely easier than is the case where the possibility of indirect 
additives is under consideration. He doesn’t have to worry about 
whether migration takes place, and to a much lesser extent is he 
required to rely on suppliers for basic information. 

In the case of the direct additive, the manufacturer of the food 


may consider that the factors involved are as follows: 

(1) He knows he’s adding it and what it is. 

(2) He knows why he’s adding it. 

(3) He knows what it actually does for his product. 

(4) He can find out whether it is generally recognized by experts 
as safe or whether it has a prior sanction. 

(5) He knows that if it turns out to be a substance for which a 
food additive regulation is required, the regulations have outlined 
just how he can petition for such a regulation. 


From the discussions we've had over the past year, however, it 
turns out that in many cases it just isn’t that simple. Let’s take 
another look at the items we listed above. 


, . 
He Knows He's Adding It 

Maybe he doesn’t know he’s adding it. There are on the market 
today combinations of ingredients, sometimes sold on fancy claims 
of improving this or that class of foods, where the user really has 
no good idea of just what the mixture is. Unfortunately, some of 
the ingredient statements used on the bulk material are couched in 
such general terms that they do not give clear-cut information. 

Such labels, of course, do not comply with the provisions of 
Section 403(i)(2) of the Act. As we encounter such labeling we will 


want to give appropriate attention to it. 
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Mr. Kirk—Assistant to Commissioner Larrick—Also Speaking at the FDA Ses- 
sion, Indicated That Although Solution of the Direct-Additive Problem May 
Be Less Simple Than It First Appeared, It Can Be Solved by Real Cooperation 


In the meantime, manufacturers who do not know just what they 
are using must get together with their suppliers to be sure they have 
this basic information. Along this same line, even in the case of the 
ingredients a manufacturer is buying by name, he should also have 
assurances from his suppliers—and make such checks as may be neces 
sary—to be sure that these ingredients are of “food grade” and do 
not carry impurities—in kind or amount—which would cause diffi 


culties from the “generally recognized as safe” standpoint. 


He Knows Why He's Adding It 


Let’s hope he knows why he’s adding it—but sometimes it doesn't 
turn out that way. Every so often it develops that a formuia or recipe 
for a food product was like Topsy—it “just growed.” This came to 
light during the war years, when some people came to us to discuss 
labels declaring the presence of minor ingredients which were no 


longer available. 


In some cases we were told that no one in the firm knew why the 
particular ingredient was in the product and that the finished food was 
no different whatsoever without it. In one case, I checked the situa 
tion some years later and found that the ingredient in question had 
never been returned to the product. Thus, this too is a field that 
should call for a second look, as it applies to any ingredient that may 


turn out to be a food additive. 


He Knows What It Actually Does for Product 


Here, again—he should know what it actually does for the prod 


uct. But let’s be sure that the “effect” is really there. Also, 'et’s be 
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sure that the additive has not reacted during the manufacturing 
process to produce a new compound which may be of unknown 
toxicity. Further, let’s not overlook the possibility that the additive 
may have an adverse effect on nutritive value of the finished food. 


He Can Find Out if It ls Generally Recognized as Safe 


He can poll the experts—if he likes—to find out if it is generally 
recognized as safe, but FDA stands ready to offer an authoritative 
opinion on this score. Just ask. As most of you know, we have a 
program, of trying to be helpful in this field by publishing the so-called 
“white lists” of substances we regard as in this category. I know 
there has been extensive discussion of the problems involved in this 
sort of procedure and I don’t propose to repeat the-« here. I am happy 
to state, however, that the problems arising out of the December 9, 
1958 proposed list have now been resolved, and the Commissioner is 
at the time of this conference issuing for publication in the Federal 
Register a final order covering the items on that list. Of the a!most 
200 items originally proposed, six are removed from the list, and some 
minor modifications are made in some of the listings. As you may 
have anticipated, the FDA is not able to list specifications for each 
item separately, and we have used the term “food grade” as applying 
to the list generally. We are hopeful, however, that industry will take 
advantage of the Commissioner’s offer to comment on any set of 
specifications when there is a question on whether a particular product 


is “food grade.”’ 


\t this point, we would like publicly to express our deepest ap 
preciation to the members of the scientific fraternity throughout the 
country who took the time and trouble to work on the December 9 
list and to write us their comments. We hope for comparable con 
sideration of future lists, one of which should be published in the 
Federal Register in a week or so. We expect this one to carry some 
70 items. In addition, we are working on a list of trace minerals for 
animal feed which we believe are generally recognized as safe. This, 
too, is to be published in the Federal Register. 

There are, of course, many prior sanctions under the law, since 
many manufacturers over the years did not proceed to include new 
ingredients in foods until they had clearance from the FDA. In 


many cases, these sanctions were based on a foundation of the food- 
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additives amendment procedures, without the formality of publication. 
Unless and until revoked for good cause, these sanctions remain in 
effect, and we will so advise any inquirer. It must be kept in mind, 
however, that where a prior sanction was given for a specific product 
to be used in a specific way, this sanction does not apply to any other 


usage or to any change in the article involved. 


Perhaps it is pertinent to point out here that the fact that a 
particular product is sanctioned by the FDA gives no authority to so 
state in the labeling of the product. The FDA has not authorized 
anyone to use its name on labels except as provided in specific statu 


tory provisions. 


Thus, it seems, the solution of the direct-additive problem may 
not be as simple as it might have at first seemed, but certainly it can be 
solved through a real measure of cooperation between the suppliers, 
the food manufacturers and the FDA. We stand ready to do our part. 


\s of today, we have received 28 petitions for direct additives. 
Ten of these have been filed and two items have been covered by 
regulation. This does not seem like much of an accomplishment in the 
14 months since the food-additives amendment was passed, but, of 
course, it does not at all reflect the thousands of inquiries we have had 


by letter, telegram, telephone and personal visit 


Nevertheless, the March 5, 1960 deadline is fast approaching. 
This certainly is an important date. As you all know, the law does 
carry a provision designed to deal with hardship cases, authorizing 
extension of the effective date up to one year from that date, provided 
such an extension will present no hazard to the health of the consum 
ing public. To me, however, it would seem extremely difficult to con 
clude that a product or class of products would meet this condition 
if there is no information available about the toxicity of the items in 
question. Then too, even if an exemption is granted, I understand 
that this is subject to the filing of objection by anyone who believes 
he will be adversely affected by the exemption. 

Thus, it seems that the best advice we can give now is to not 


sit back and count on an extension, but to have food-additive problems 


resolved—or at least weli on the way to resolution—-before next March 


[The End] 
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INCIDENTAL 





FEW YEARS AGO those who studied chemicals in food found 

it convenient to classify them under two headings: intentional and 
incidental additives. An intentional additive was regarded as one 
used in manufacture or formulation to impart some desired quality to, 
or serve a functional purpose in, food. On the contrary, an incidental 
additive does not impart a desired quality to the food or serve a func 
tional purpose in it, but it remains from use of a chemical in some phase 
of production, processing or storage. Thus, an emulsifier would be 
considered an intentional additive if incorporated in a food to impart 
smoothness, but it would be an incidental additive if it became incor 
porated in food by migration from a wrapper. No doubt such a 
cataloguing has been useful for some purposes but insofar as safety 
considerations are concerned, the distinction has no significance. The 
same safety criteria apply to incidental and intentional additives. The 
question is not “How does the material get into the food?” but, rather, 


“How much gets in and is this quantity safe?” 


Some people have suggested that since incidental additives are 
often present in small quantity, government and industry should agree 
upon a residue level that is not significant. Having reached this agree- 
ment, it would be understood that any residue below that quantity 


would be ignored for law-enforcement purposes. 


These proposals amount to a suggestion that government join 
with industry in establishing two types of tolerances for additives: 
The first would be the formal tolerances established by procedures 
set forth in the law and published as a matter of record; the second 
would be informal tolerances established by private agreement. It is 
not clear just how these would be established, but it is clear that some 


short-cut procedure would be used. 


Let us examine the suggestions fora moment. To avoid semantic 


difficulties, it is important to distinguish between components and 
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FOOD ADDITIVES 


By WINTON B. RANKIN 





At the Meeting’s FDA Session, Mr. Rankin Stressed That Insofar as 
Safety Considerations Are Concerned, the Distinction Between Inten- 
tional Additives and Incidental Additives Has No Significance. He, 
Too, Serves as an Assistant to the Commissioner of Food and Drugs 


food additives. Any ingredient present in a food is a component, but 
not all components are additives within the meaning of the law. Salt, 
as used in a bran muffin mix, is a component but it is not a food addi 
tive. This is true because the definition of “food additive” excludes 
substances that are generally recognized by competent experts as safe 
for their intended use—so we are talking only about those components 


of food whose intended use is not generally recognized as safe. 


The law specifies in considerable detail the procedure whereby a 
substance not generally recognized as safe—that is, a food additive 
may legally become a component of food. Somewhat oversimplified, 
the procedure is to determine the toxicity of the substance, the amount 
to be employed or to remain in the food and that the substance 
accomplishes its intended technical effect and is otherwise acceptable, 
and then to announce by regulation the conditions under which it may 


safely be used. 


Remembering that we are talking only about additives—substances 
not generally recognized as safe—it must be apparent that the Food 
and Drug Administration has no basis for agreeing to any procedure 
that will allow the use of an additive without compliance with the 
requirements of the law. If the quantity of the component is so small 
or the conditions of its use are such that it is generally recognized as 
safe, then by definition it is not an additive and the clearance pro 
cedures are not required. The language of the law and its legislative 
history clearly show that the Congress intended all other materials to 
be tested and shown safe for their intended use before they are used 
The fact that a material of unknown toxicity is present in minute 
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amount is no guarantee of safety. This is true because chemicals do 
not have the same toxicities. Ten parts per million of added iron or 
calcium salts may be insignificant in the diet but this quantity of 
mercury would have real significance. Nor is the chemical formula of 
a substance necessarily a reliable guide to its toxicity. ‘Vhile ten 
parts per million of urea or of sulfur, or of a mixture of the two, in the 
diet might have no effect on man, when sulfur and urea are joined 
chemically to produce thiourea, we obtain a cancer producer that is 
not tolerated in food in any concentration. The examples could be 
multiplied many times, and the fact that trained pharmacologists can 
make reliable judgments about the toxicity of some salts on the basis 
of data obtained on others—sodium and potassium salts of the same 
acid, for example—does not detract from the significance of the 
examples cited. 

It is obvious from these facts that the Food and Drug Administra- 
tion cannot establish for a substance of unknown toxicity a quantity 
that is regarded as not subject to the food-additives amendment. This 
fact is not changed by referring to the quantity as “de minimis non curat 
lex” or as the “pharmacological equivalent of zero” or by any other 
terminology. 


I am not trying to say, by any means, that complete lifetime 
studies of each incidental additive are required nor that an analytical 
method is needed for every incidental additive that will detect the 
last few molecules of it in food. With sufficient toxicity data, our 
scientists can often suggest the precision and sensitivity of an ana- 
lytical method to be employed in determining whether residues of 
the additive occur. If you find residues by this method, it is obvious 
that in general the chronic-toxicity studies would be required. In 
many cases, particularly in dealing with packaging materials, it is 
possible to devise procedures that will determine under exaggerated 
conditions whether migration of packaging components will occur. 


Now let us look for a moment at some specific groups of inci- 
dental additives: packaging materials, animal medications, and radio- 
active treatments or substances intended for food use. 


Initially, the food-additives amendment caused considerable con- 
cern among manufacturers of food-packaging materials, possibly be- 
cause some of them have not been so intimately acquainted with the 
national pure food law. The alarms of the first few months are giving 


way to a calmer, more rational approach. This is due in no small 
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measure to the sound leadership and good judgment of the leaders of 
the packaging industry. There is not enough time to mention all 
who have contributed. We would like to pay special tribute to the 
Society of the Plastics Industry and to its chairman, Mr. John Kuni 
holm, and its Washington representative, Mr. Jerome Heckman 
This group, among others, has worked earnestly through its national 
and regional meetings to promote better understanding of the new 
law. The society has recently issued a bulletin entitled Food Addi 
tives Amendment: Migration from Plastics Packaging that is an excel 
lent example of the constructive effort being made to help all segments 
of the industry. We extend our sincere thanks and commendation 
to the various industry organizations which have worked so earnestly 
during the past 14 months to permit the amendment to go into 


effect smoothly. 


Complex Manufacturing Operation—Paper and 
Plastic Food Wraps 


The manufacture of paper and plastic food wraps illustrates very 
well some of the questions that present themselves during this tran 
sition period. Paper, of course, consists basically of cellulose. The 
raw material—wood chips, for example—is cleaned with the aid of 
chemicals. It is bleached, and excess bleach is removed by chemi 
cals; it may be treated with substances to retard molding; it is sized 
and loaded; it may be tinted and treated with any of a number of 
agents to make it moistureproof, greaseproof, odorproof, or impervious 
to the passage of oxygen. Many of the chemicals used in this com 
plex manufacturing operation are generally recognized by competent 
experts as safe under the conditions of use—cellulose fibers, starch, 
gelatin, alum and rosin, to mention a few. Other chemicals are used 
so early in the process that subsequent washing operations remove 
all traces. Most chemicals employed in soda, sulfite or bisulfite clean 
ing and bleaching operations would be examples. Probably, a num 
ber of the chemicals employed in the loading of paper are not addi 
tives because they do not migrate or because they are generally recog 
nized as safe in the quantities that migrate. Alum, china clay, cal 
cium sulfate, and French chalk hardly constitute a problem under the 
new amendment, It is apparent that a great many materials tradi 


tionally used in paper-processing are not affected by the new law 


But others, such as substances for greaseproofing and waterproof 


ing, may migrate to food and in some cases have not been tested full 
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to determine their toxic properties. Take the paraffin waxes, for 
example. A number of cardboard food containers are coated with 
wax to render them waterproof, but paraffin wax is crystalline and 
brittle and, thus, subject to cracking and flaking. Microcrystalline 
wax or other ingredients are commonly employed to plasticize the 
wax and make it suitable for the intended purpose. The American 
Petroleum Institute has taken the lead in sponsoring studies of the 
safety of the paraffins and other ingredients used in waxes for coating 
foods and we will know before long whether these materials are accep- 


table under the food-additives amendment. 


Similar problems present themselves with respect to plastic pack- 
aging materials. The finished plastic wrap or container is not a 
simple mixture of easily identifiable components. Rather, it may 
contain a dozen or more components, resins, plasticizers, slip agents, 
stabilizers, fillers and pigments, for example. The manufacturer or 
user needs to know what these materials are, in what quantities they 
migrate, and what the toxicological implications of these quantities are. 


Our scientists hold themselves in readiness to consult with indus 
try about problems arising in the packaging field. To offer worth 
while advice, they need to know the details of the proposed usage 
of the material and the composition of the packaging material, and 
to have extractability data showing the probable degree of leaching 
of all components of the finished packaging material under the condi 
tions of proposed usage. 


\nimal medications have caused some concern also. If a veteri 
nary preparation is not generally recognized as safe in human food, 
it becomes important for the person who wishes to promote it to 
determine whether residues actually occur in the edible products of 
animals treated with the drug or chemical. If a residue may occur, 
then the promoter should show by appropriate long-term studies that 
it is safe. In particular, it is important to determine whether resi 
dues occur in milk. Because milk is the principal item of diet for 
infants and many invalids, many responsible scientists advocate a 
very cautious approach to any proposal to sanction any toxic sub- 
stance in the milk supply. 


One pesticide manufacturer asked us to establish a tolerance 
for methoxychlor at a level of %4 part per million. We requested the 
National Academy of Sciences to select a group of outstanding experts 
to study the petition and submit recommendations on it. The com 
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mittee found that the available evidence would not justify the pres 
ence of even this small amount of methoxychlor in milk so, in 
accordance with the committee’s recommendations, we established a zero 
tolerance. No other firm has requested a tolerance for toxic mate 
rials in milk. Of course, others have a right to do so if they wish, 
for either pesticides or food additives. 

In the absence of a regulation permitting a residue of a pesticide 
or food additive in milk, no amount may legally be present. Several 
studies have shown that penicillin and certain insecticides—particu 
larly DDT—are getting into some market milk. For more than three 
years we have carried on an intensive educational program with the 
help of many people—including milk producers and users, the United 
States Department of Agriculture, and state agricultural and control 
agencies—-to try to get these substances out of milk. The latest 
studies show considerable improvement, but they indicate clearly 
that education alone is not going to stop the improper use by farmers 
of agricultural sprays and penicillin-containing mastitis treatments 
We are now engaged in an enforcement program to get penicillin 


and insecticides out of the interstate milk supply 


Responsibilities of Research Institutions 

It may be well to point out, in connection with our discussion 
of additives in feeds, that research institutions should be careful to 
see that foods derived from animals used in test programs are not 
placed on the commercial market if they have residues that are unsaf« 
or forbidden by the pure food laws. Earlier this year, one of the 
state colleges was testing the usefulness of a pesticide in controlling 
insects on meat animals. The chemical was applied to the animals 
12 days before slaughter. After slaughter we found over 300 times 
as much of the pesticide in the fat of the treated animals as is tolerated 
on vegetable crops. There is no tolerance for this particular chemi 
cal in meat. 

The college was in the habit of disposing of meat from slaughtered 
test animals to commercial packers. Obviously, such disposal in this 
instance could have created an imminent health hazard and would 
have resulted in violation of the Federal Food, Drug, and Cosmetic 
\ct had the meat moved across state lines. The college has modi 
fied its program to keep any questionable products from animals used 
in its testing programs out of commercial food channels. It is im 
perative that all experimenters adopt comparable safeguards 

(Continued on page 777) 
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| T HAS BEEN STATED many times, but perhaps most dramati- 
cally by our late Commissioner, Charles W. Crawford, that the 
American food suppl: is the cleanest, the safest and the most nu- 
tritious of any in the world. We propose to do all we can to keep it 
that way. An important consideration in the evaluation of compounds 
that are regarded as food additives is the effect they may have upon 
the nutritive value of the food to which they are added and also upon 
the metabolic interrelationships of the animal or person consuming 
them. Obviously, such evaluation must go beyond a pharmacological 
determination of the highest no-effect dose on a laboratory animal con- 


suming a stock diet. 


We are well aware of food-processing conditions that may affect 
the stability of food nutrients. For example, thiamine is readily de 
stroyed by heat in an alkaline medium, riboflavin is subject to light 
destruction, and vitamin C is easily oxidized with excessive exposure 
to air. There are certain incompatibilities that are well understood, 
such as the fact that vitamin D in an unprotected state added to a 
mineral substance such as calcium phosphate is rapidly reduced in 
potency within a period of a few days or a few weeks. 

In light of this general background, we must examine any food 
processing that involves a new treatment, or the addition of a new 
substance, to determine whether or not incompatibilities or specific 


destructive effects may result. In the December 9, 1958 publication of 


774 








the proposed list of substances that might be safely used in foods, 
sodium bisulfite is included, with the restriction that it will not be 
regarded as safe when used in those foods that are important or are 
significant sources of thiamine. Sodium bisulfite or any bisulfide ion 
has a specific destructive effect on the thiamine molecule, splitting it 
into its components, pyrimadine and thiazole. In fact, it was this 
reaction which led Dr. R. R. Williams to the understanding that re- 
sulted in the first synthesis of the compound in 1936. Studies have 
been published describing the effects of ethylene oxide upon a number 
of nutrients, among them thiamine, riboflavin, niacin and some of the 
amino acids. Ethylene oxide has been employed as a fumigant and, 
in light of these scientific findings, it is important that any use of 
ethylene oxide be demonstrated to be safe. For this reason, it is 
regarded as a food additive under the terms of the amendment 


Processing of Foods by Use of Radioactive Energy 


During recent years a growing interest has developed in the use 
of radioactive energy as a means for the sterilization and preservation of 
foods. An important aspect of this broad study has been a showing 
of the extent of destruction of various vitamins in the foods treated 
with Co. It is interesting that thiamine and vitamin B,, have been 
most susceptible to this form of energy. Riboflavin is destroyed to a 
lesser extent, but the other water-soluble vitamins are considerably 
more resistant to destruction. Throughout these studies the Food 
and Drug Administration has been apprised of the results of specific 
investigations. The processing of foods by this means must be con 
sidered and evaluated under the terms of the food-additives amendment. 


It has been known for some time that, when present in the diet in 
large amounts, mineral oil may have the effect of absorbing in the 
intestinal tract the fat-soluble vitamins, particularly vitamins A and 
D. thus inhibiting the effective utilization of these nutrients. In light 
of the recent interest in the use of mineral oils in food containers, a re 
examination of this inhibitory effect has been made. With relatively 
low levels of intake, this absorption inhibition is so small as to be un 
measurable. The question has been raised as to whether mineral oil, 
even at relatively low intakes, may be absorbed through the intestinal 
wall and, as a nonnutritive substance, cause a foreign-body reaction 
These investigations are continuing and will lead to more precise 
specifications of oils suitable for use in food processing or in food 


packaging materials. Similarly, certain forms of fatty acids, particu- 


4/09 








PAGE 776 FOOD DRUG COSMETIC LAW JOURNAL—DECEMBER, 1959 


larly the acetylated stearins, when fed at high levels, give rise to 
crystalline fat deposits in certain animal tissues and thereby cause 
foreign-body reactions. This does not occur, however, when the diet 


contains a proper balance of saturated and unsaturated fats. 


Most animal feeds and many food supplements offered for human 
use contain a variety of compounds generally classified as trace min- 
erals. In most instances the amounts of these compounds known to be 
hazardous have been determined. In any publication of a list of trace 
mineral compounds proposed as exempt from the requirements of the 
food-additives amendment, a maximum limit for safe use will be pro- 
vided. It may be undesirable to include in such a list those trace 
minerals for which the range between the nutritive value and the 
toxic level is relatively narrow. For example, molybdenum is known 
to play the role of cofactor in the enzyme xanthine oxidase, important 
in the metabolic processes in animal tissues. However, excessive in 
takes of molybdenum compounds are known to inhibit the absorption 
of copper and, thus, disarrange the normal metabolic pattern. In 
certain areas of Florida, the toxic effect of forage crops containing 
excessive molybdenum has been observed, but is overcome by the 
addition of copper to the feed of affected animals. Selenium has been 
shown to be a nutrient for animals; at least one report indicates that 
it may be of some significance in practical animal husbandry. Never- 
theless, under the great majority of practical conditions, the addition 
of selenium compounds to animal feeds is not necessary. Even though 
the margin of toxic level to nutrient level of selenium is 100 to one, 
the toxic level may be reached easily, as indicated by selenium poison 


ing in certain sections of the Great Plains area of this country. 


We have studied critically the experimental data relating to the 
trace mineral compounds offered as nutrients, and propose to make 
certain that unsafe levels are not prescribed for feeds or food. 


\n interest has developed in the use of chelating agents, complex 
organic compounds, as metal scavengers for clarification purposes in 
certain food-processing steps and for delaying rancidity of fats. Some 
of these chelating agents have the characteristic of complexing diva- 
lent mineral ions such as calcium and ferrous iron into a form that 
makes these unavailable for absorption through the intestinal wall. In 
any food-additive presentation of the characteristics of such com 
pounds, we shall expect to find some evidence that their use does not 


impair the nutritional value of the food or feed to which they are added. 
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In the processing of dairy products and in the manufacture of 
wine and some jelly products, the use of ion exchange resins has been 
proposed. In such a process it may be difficult to control the types of 
impurities that are removed to provide a more desirable finished prod 
uct. It is well known that many of the important nutrients are of such 
character as to be readily separated from impure solutions by means 
of ion exchange resins. It will be important in any review of the use 
of such ion exchange processes to determine the extent to which the 
nutritive value of the treated food is altered and to estimate whether 
or not this may be of significance from the standpoint of dietary 
adequacy. 

Food Industry's Cooperation 

These examples serve to emphasize that we must be alert to any 
practice that would degrade the nutritional quality of our food supply. 
The food industry in the past has admirably met its responsibility 
in making sure that food processes are not unduly detrimental to the 
nutritional value of the foods treated. In fact, in some instances con 
cern over improved nutritive value and study of preservation of the 
nutrient qualities of the raw food have led to improved processing 
methods. With understanding cooperation and with careful evalua 
tion of each food additive from this standpoint, we shall more fully 
meet our responsibility to the consuming public. [The End] 


| INCIDENTAL FOOD ADDITIVES—Continued from page 773 


(Another component of food that may have to be considered under 
the new law is radioactivity. We have the statutory responsibility 
for establishing, where necessary, tolerances for unavoidable radio 
activity in food, such as that resulting from fallout. All available 
scientific data and talent inside and outside the government will be 
used in establishing such tolerances. We also have the responsi 
bility under the food-additives amendment for passing on the fore 
seeable addition of radioactivity in food and issuing permissive regu 
lations if such addition is to be allowed. Likewise, we are responsible 
for passing on the safety of any irradiation process being used on 
food. Thus far, we have not issued any regulation or tolerance that 
allows the addition of radioactivity to food or the use of irradiation 
in food processing. The safety of these operations in commercial 
food manufacture has not been established. [The End] 
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